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earned patent term adjustment. See 37 CFR 1.704(b). 
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Application Papers 
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Applicant's responses filed 11/23/2005 and 5/31/2006 are acknowledged. 
Applicant in response to species election requirement elected SEQ ID NO:25 and SEQ 
ID NO:30 without traverse. 

Claims 2-3, 6-11, 13-22, 24-51 have been canceled. Claims 1,4-5, 23 and newly 
presented claims 52-53 are still at issue and are present for examination. 

Applicants' arguments filed on 11/23/05 and 5/31/06 have been fully considered 
and are deemed to be persuasive to overcome some of the rejections previously 
applied. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1,4, 5,12, 23, 52-53 remain rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In traversal of rejection 
directed to the term "interacting polypeptide" applicant indicates that the specification 
provides examples of both "relatively small" and "other peptides" which operate as 
"interacting polypeptides". 
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Applicant further points out that possession may be shown in a variety of ways 
including a description of distinguishing identifying characteristics sufficient to show that 
the applicant was in possession of the invention. Here, the claimed invention is 
described in sufficient detail to allow one of ordinary skill in the art to recognize that 
applicant has possession of the claimed "interacting polypeptides" because they have 
the following two characteristics: (1) comprising SEQ ID NO:25 and (2) altering the 
substrate specificity of PDK1 and hence the rejection should be withdrawn. 

These arguments were fully considered but were found unpersuasive. Firstly the 
examiner reviewed the specification pages indicated by applicant. More specifically, 
page 8 of the disclosure line 26, does not explain how much homology can be 
considered to be "substantially the same" and is only referring to preferred 
embodiments of "interacting polypeptides" . The explanations provided in pages 10 and 
1 1 once again provide some characteristics that interacting polypepitdes may or may 
not possess. In page 10, line 27 the term "consist essentially of " is unclear and the 
length limitation of interacting polypeitde is indefinite. In page 11, again term "consist 
essentially of " is unclear and the equivalent regions of PRK1 , PKB alpha, P70S6 
kinase etc. to residue 960-984 of PRK2 are confusing. Therefore the examiner 
maintains that the species provided fail to represent the genus as broadly claimed and 
the characteristics which applicant considers to be sufficient for distinguishing the 
members of the genus indicated above remain insufficient due to lack of sufficient 
structural information about polypeptides species comprising SEQ ID NO:25. 
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In traversal of rejection directed to the genus of full-length PRK2 and PDK1 lack 
of structure in claims 1 , 4, 5, 12, 23, 52 and 53 applicant argues that PDK1 and PRK2 
have been both defined in the specification in pages 3-5. In addition the sequence of 
human PRK2, for example, is given in Figure 1 1 and therefore the rejection should be 
withdrawn. 

These arguments were fully considered but were found unpersuasive because 
pages 3-5 of the disclosure merely discuss full-length PRK2 and PDK1 by function 
without even mentioning their sources or species. Further, Figure 1 1 merely defines the 
structure if human PRK2 (i.e. a single species) but applicant in claims 5, 52-53 has not 
recited the source of PRK2. 

Therefore, currently both PDK1 and PRK2 are directed to a genus of 
polypeptides from all sources and species that lack adequate written description 
support. 

Claims 1,4 and 23 remain rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for methods of altering phosphorylation 
of human PDK1 of specific amino acid sequence with human PRK2 of specific amino 
acid sequence, does not reasonably provide enablement for methods of altering 
substrate specificity of PDK1 with an interacting polypeptide which comprises SEQ ID 
NO:25. 

With respect to the term "interacting polypeptide" as discussed in the written 
description traversal arguments numerous species of the interacting polypeptides 
which include SEQ ID NO:25 are provided. Accordingly it would be well within the skill 
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of the skilled artisan to determine the "interacting polypeptides" as claimed. These 
interacting polypeptides were shown to alter the substrate specificity of PDK1 (see 
disclosure page 45). It is well within the skill of one of skilled in the art to obtain 
interacting polypeptides which include SEQ ID NO:25 and to determine whether the 
polypeptide alters the substrate specificity. In page 48 of the disclosure even a simple 
test to determine if PDK1 substrate specificity is altered is provided. Therefore in view of 
applicant although some experimentation would be required such experimentation is not 
undue and therefore the enablement rejection should be provided. 

These arguments were fully considered but again were found unpersuasive. 
With respect to traversal arguments provided in the written description section applicant 
is advised to kindly review the examiners' response provided above. With respect to 
applicant's additional arguments, he/she is reminded that the enablement rejection is 
not directed to the PDK1 substrate specificity determination but to the product t o be 
used in such method. Applicant in both pages 45 and 48 of the disclosure is referring to 
the C-terminal region of PRK2 (also known as PIF fragment). The "interacting 
polypeptides" as recited in the claims need merely to comprise 6 residues of PRK2 and 
have no length limitation whatsoever. Therefore, even though applicant has provided 
ample examples of how to operate the claimed methods said methods are not enabled 
because of lack of sufficient guidance and examples provided for preparing the products 
used. For said reason the rejection is maintained. 

Claims 4 and 12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. Said claims still recite the generic SEQ ID NO:30 
and fail to recite the specific species elected. Applicant is reminded that the species 
claimed must be directly recited into at least one elected claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 5 and 53 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Meier etal. (EMBO J., 17(24), 7294-7303, 1998). Meier teaches that wild type HA- 
PKBalpha in HEK-293 transiently-transfected cells are activated by sorbitol (see page 
7295 and figure 5). Meier also teaches that said activation is likely to be due to 
phosphorylation of Thr 308 and Ser473 residues of said PKB. Since phosphorylation 
and activation of PKB at residue Ser473 inherently occurs due to the exposure of PDK1 
to PRK2 the method of Meier anticipates claims 5 and 53 of this invention. 

No claims is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maryam Monshipouri whose telephone number is (571) 
272-0932. The examiner can normally be reached on 7:00 a.m to 4:30 p.m. except for 
alternate Mondays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Weber Jon P. can be reached on (571 ) 272-0925. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Maryam Monshipouri Ph.D. 
Primary Examiner 
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